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DETAILED ACTION 
Response to Arguments 

1. Applicant's arguments filed 12/13/2007 have been fully considered but they are 
not persuasive. The following are reasons why: 

2. Applicants state in their Prior Art rejections that the cap of Claim 1 is not 
anticipated by Koch et al because the recited striations are not openings in a cap wall. 
Examiner takes the position that a synonym for striation can be defined as a "slit" 
according to FreeThesaurus.net. Examiner takes the position that Koch et al does 
anticipate the cap of Claim 1 . Furthermore, another synonym for striation is a band (rib) 
or a groove. In each case, whether it is a striation, slit, band, rib, or groove, all 
structures have a physical thickness which can be measured. 

Response to Amendment 
Claim Rejections - 35 USC § 102 

1. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior tp the date of application for patent in the United 
States. 

2. Claims 1-6, 13, 17, & 19 rejected under 35 U.S.C. 102(b) as being anticipated by 
Koch et al (US5578272). Regarding Claim 1, Koch et al teaches a plastic cap 
comprising (Figures 6-10; Column 3 lines 53-67): A). An opening defined by a an 
annular top; and a downwardly tapered inner wall positioned beneath the opening and 
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structurally (Figure 10) interrelated to the top wall, the inner wall including a plurality of 
radially extending striations formed therein, wherein each of the striations has a 
thickness (Figure 10 Item Numbers 94 & 95). Examiner takes the position that slots 94 
and 95, which are made by a blade, define striations. 

3. For Claim 2, Koch et al teaches the cap of claim 1 further comprising means for 
fixedly associating the cap with an open end of a fluid-holding vessel (Figure 10 Item 
number 83 & Figure 10 Item Number 89). 

4. For Claim 3, Koch et al teaches the cap of claim 1, wherein the inner wall 
depends from about the top wall (Figure 10). 

5. For Claim 4, Koch et al teaches the cap of claim 1 further comprising a lower 
annular wall joining the top wall to the inner wall (Figure 9; Items 84 & 85). 

6. For Claim 5, Koch et al teaches the cap of claim 1 further comprising an upper 
annular wall extending upwardly from the top wall (Figure 7). 

7. For Claim 6, Koch et al teaches the cap of claim 5 further comprising a wick 
contained within the cap (Column 4 lines 5-6). Examiner takes the position that a wick is 
anything that may wipe off or "wick" the outside surface of the pipette used to puncture 
the seal. The metal sealing foil can define a wick, in its broadest reasonable 
interpretation. 

8. For Claim 7, Koch et al teaches the cap of claim 6, wherein the wick is positioned 
substantially above the top wall (Column 4 lines 5-6 & Figure 6 Item number 98). 
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9. For Claim 9, Koch et al teaches the cap of claim 6 further comprising a seal 
affixed to a top surface of the upper annular wall (Column 4 lines 5-6 & Figure 6 Item 
number 98). 

10. For Claim 13, Koch et al teaches the cap of claim 1, wherein the inner wall is 
conically shaped and has an angle of from about 25° to about 65° relative to the 
longitudinal axis of the cap (Column 3 lines 64-67). 

11. For Claim 17, Koch et al teaches the cap of claim 1, wherein the striations are 
formed in an inner surface, an outer surface or both the inner and outer surfaces of the 
inner wall (Figure 9). 

12. For Claim 19, Koch et al teaches the cap of claim 1, wherein each of the 
striations comprises a radially extending groove in the inner wall (Figure 10 Items 94 & 
95). 
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Claim Rejections - 35 USC § 103 

13. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject giatter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

14. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

15. Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over Koch et al 
in view of Percarpio (US4338764). Regarding Claim 8, Koch et al teaches the cap of 
Claim 6. Koch et al teaches that the wick is foil. Koch et al does not teach that the wick 
is a pile fabric. Percarpio et al teaches this feature (Column 6 lines 26-31). Examiner 
takes the position that polytetrafluoroethylene defines a pile fabric. It would have been 
obvious to one of ordinary skill at the invention was made to modify Koch et al with 
Percarpio because according to Percarpio, this material is extremely resistant to hot and 
cold flow properties and resists attachment of fibrin and red blood cells (Column 6 lines 
31-36). In addition, it is well known in the art that foil seals react violently with many 
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acids and other corrosive materials. It would have been obvious to use a pile fabric 
which is non-reactive to the type of corrosive material that is stored in the container. 

16. Claims 10-12, 14-16, 18, 20, 22-24, & 26 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Koch et aL Regarding Claims 10-12 & 22-24, Koch et al 
teaches the cap of Claim 6. Koch et al does not explicitly teach the specific amount of 
pounds force to needed to penetrate the wick and inner wall with a plastic pipette. It 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made to modify Koch et al with the range of pounds force needed to puncture the wick 
and inner wall since it has been held that where the general conditions of a claim are 
disclosed in the prior art, discovering the optimum or workable ranges involves only 
routing skill in the art. In er Alter, 105 USPQ, 233. 

17. For Claims 14-16, Koch et al teaches the cap of Claim 1. Koch et al does not 
teach wherein each of the striations of the inner wall has a rounded bottom or that the 
thickness ratio between non-striated and striated portions of the inner wall is in the 
range of about 10:1 to about 1.25:1, or wherein the average thickness of striated 
portions of the inner wall is between about 0.002 inches and about 0.008 inches, and 
wherein the average thickness of non-striated portions of the inner wall is between 
about 0.01 inches and about 0.02 inches. It would have been an obvious to modify the 
striations of Koch et al with a round bottom since this would only be a design choice and 
an obvious variant of a slit that would work equally as well 

18. For Claim 18, Koch et al teaches the cap of Claim 17. Koch et al further teach 
that the cap has at least two striations. Koch et al does not teach that the inner wall of 
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the cap has between 3 and 12 of the striations. It would have been obvious to one of 
ordinary skill in the art at the time the invention was made to modify Koch et al to 
include any number of striations because this would be an obvious variant and a design 
choice as well as aid in the decrease of force needed to puncture the inner wall. 

19. For Claim 20, Koch et al teaches the cap of claim 1. Koch et al does not teach 
one or more radially extending ribs formed on an inner surface of the inner wall, each rib 
being positioned between a pair of adjacent striations. It would have been obvious to 
one of ordinary skill in the art at the time the invention was made to modify the type of 
striation on the inner wall to be in the form of a groove or a rib to reinforce weakened 
openings around the slits to prevent the entire inner wall from ripping or tearing and/or 
be a design choice. Examiner is giving the word striation its broadest reasonable 
interpretation. Since a band or rib and slit are synonyms for a striation, it would have 
been obvious to one of ordinary skill to come up with this design with undue 
experimentation. 

20. For Claim 26, Koch et al teaches a leak-proof collection device formed by fixedly 
associating the cap of claim 2 with an open end of a fluid-holding vessel (Figure 1). 

21. Claim 21 is rejected under 35 U.S.C. 103(a) as being unpatentable over Koch et 
al in view of Sandhage (US2906423). Koch et al teaches all of the claim limitations of 
Claim 1. Koch et al does not teach the cap of Claim 1, wherein an inner surface of the 
inner wall is at least partially coated with a lubricant. Sandhage teaches this feature. 
Sandhage teaches a cap puncturable by a polyethylene needle (Figures 1-3). 
Sandhage also teaches that a lubricant may be added to the surface of the cap (Column 
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2 lines 48-52). It would have been obvious to one of ordinary skill at the time the 
invention was made to modify Koch et al with Sandhage because according to 
Sandhage, addition of the lubricant to the stopper will allow for ease of insertion (of the 
needle) and the lubricant tends to fill up the cut slit thereby preventing the entry of 
contaminating microorganisms and also lubricating the entry of the polyethylene needle 
through the conical well into the interior of the bottle (column 2 lines 52-58) 
22. 25. Canceled 



Double Patenting 

1. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

23. Claim1-24 are provisionally rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 1-17 & 1-11 of copending 



Application/Control Number: 

10/758,304 

Art Unit: 1797 



Page 9 



Applications Nos. 11/928866 & 11/926665 respectively. Although the conflicting claims 
are not identical, they are not patentably distinct from each other because the 
copending applications claims a cap comprising top wall, inner conical wall, striations 
either on the outside, inside or on both sides of the inner wall radially extended, and 
seals. Both applications claim the same structural dimensions and limitations regarding 
how the cap is designed and components it is made out of. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

1 . Claim 26 is provisionally rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 18-22 of copending Application No. 
11/928866. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because the copending application includes collection device 
which is fixedly associated with a fluid holding vessel. Both applications claim the same 
structural dimensions and limitations regarding how the cap is associated with the fluid 
holding vessel. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Information Disclosure Statement 

1. The information disclosure statement filed 01/24/2004 fails to comply with 37 
CFR 1.98(a)(2), which requires a legible copy of each cited foreign patent document; 
each non-patent literature publication or that portion which caused it to be listed; and all 
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other information or that portion which caused it to be listed. It has been placed in the 
application file, but the information referred to therein has not been considered. The 
non-patent literature publication "PACE 2 Specimen Collection Guide" (Gen Probe 
Incorporated Product Literature, 1996) has not been considered. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bobby Ramdhanie, Ph.D. whose telephone number is 
571-270-3240. The examiner can normally be reached on Mon-Fri 8-5 (Alt Fri off). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Walter Griffin can be reached on 571-272-1447. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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